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DETAILED ACTION 

Response to Arguments 
Applicant's arguments with respect to claims 1-20 have been considered but are 
moot in view of the new ground(s) of rejection. Claims 1-20 are pending in the current 
application. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing 
out and distinctly claiming the subject matter which the applicant regards as his 
invention. 

Claims 4 and 14 is rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. As to claims 4 and 14, meets and bounds of 
claimed limitation cannot be deternriined. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign 
country or in public use or on sale in this country, more than one year prior to the date 
of application for patent in the United States. 
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Claims 1-7, 10-17, and 20 are rejected under 35 U.S.C, 102(b) as being anticipated by 
Dean et al- US Patent No. 4,249,526 

As to claim 1, Dean et al discloses an aerosolization apparatus comprising: a 
body (fig.l, 1) defining an inlet opening (fig.l, 11/12), an outlet opening (toward the 
mouthpiece, fig.l, 5), and an aerosolization chamber (fig.2, 15) between the inlet 
opening and the outlet opening, wherein the aerosolization chamber is adapted to 
receive an elongated receptacle (fig.2, 24) containing a pharmaceutical formulation 
(coL2 lines 1-8) and wherein the elongated receptacle rotates, an axis end-over-end 
about an axis substantially orthogonal to an axis passing through the outlet opening 
when air or gas flows through the body (2-fold axis of syrmnetry reads on end-over- 
end, see coL4 lines 32-38, figs.3 and 4). 

As to claim 2, Dean et al. discloses an aerosolization apparatus according to 
claim 1 further comprising an opening mechanism (see fig.l, 20) for creating an opening 
in the receptacle. 

As to claim 3, Dean et al. discloses an aerosolization apparatus according to 
claim 2 wherein the opening mechanism comprises a sharpened tip (pins with sharp 
tips as depicted in fig.l, 20) moveable within the aerosolization chamber (col.4 lines 15- 
35). 

As to claim 4, Dean et al. discloses an aerosolization apparatus according to 
claim 1 further comprising the receptacle (see fig.2) 
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As to claim 5, Dean et al. discloses an aerosolization apparatus according to 
claim 4 wherein the receptacle comprises a capsule (fig.2, 24). 

As to claim 6, Dean et al. disclose an aerosolization apparatus according to claim 
5 wherein the capsule comprises a wall comprising one or more of gelatin, 
hydroxypropyl methylcellulose, polyethyleneglycol-compounded hydroxypropyl 
methylcellulose, hydroxyproplycellulose, and agar (coL2 lines 1-8). 

As to claim 7, Dean et al. discloses an aerosolization apparatus according to 
claim 5 wherein the receptacle contains a powder pharmaceutical formulation (col.l 
lines 25-29). 

As to claim 10, Dean et al. discloses an aerosolization apparatus for delivering an 
aerosolized pharmaceutical formulation to a user's respiratory tract, the apparatus 
comprising: a body (fig.l, 1) defirung an inlet opening (fig.l, 11), an outlet opening 
(toward the mouthpiece, fig.l, 5), and an aerosolization chamber (see fig.2, 15) between 
the inlet opening and the outlet opening, wherein the aerosolization chamber is adapted 
to receive an elongated receptacle (see fig.2, 24) containing a pharmaceutical 
formulation (col.2 lines 1-8), an axis (parallel to a longitudinal axis of the apparatus), 
wherein the elongated receptacle rotates end-over-end about an axis substantially 
orthogonal to an axis parallel to an inhalation direction when the user inhales to cause 
air or gas to pass through the body (2-fold axis of symmetry reads on end-over-end, see 
coL4 lines 32-38, figs.3 and 4). 
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As to claim 11, Dean et al. discloses an aerosolization apparatus according to 
claim 10 wherein the inhalation direction is a direction coincident with an axis passing 
through a mouthpiece (fig.l, 3) of the apparatus. 

As to claim 12, Dean et al. discloses an aerosolization apparatus according to 
claim 10 further comprising an opening mechanism (see fig.l/ 20) for creating an 
opening in the receptacle. 

As to claim 13, Dean et al. discloses an aerosolization apparatus according to 
claim 12 wherein the opening mechanism comprises a sharpened tip (pins with sharp 
tips as depicted in fig.l, 20) moveable within the aerosolization chamber (col.4 lines 15- 
35). 

As to claim 14, Dean et al. discloses an aerosolization apparatus according to 
claim 10 further comprising the receptacle (see fig.2) 

As to claim 15, Dean et al. disclose an aerosolization apparatus according to 
claim 14 wherein the receptacle comprises a capsule (col.2 lines 1-7). 

As to claim 16, Dean et al disclose an aerosolization apparatus according to 
claim 15 wherein the capsule comprises a wall comprising one or more of gelatin, 
hydroxypropyl methylcellulose, polyethyleneglycol-compounded hydroxypropyl 
methylcellulose, hydroxyproplycellulose, and agar (col.2 lines 1-8). 

As to claim 17, Dean et al. disclose an aerosolization apparatus according to 
claim 15 wherein the receptacle contains a powder pharmaceutical formulation (col.l 
lines 25-29). 
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As to claim 20, Dean et al. disclose an aerosolization apparatus according to 
claim 10 wherein the inlet opening is shaped to cause a swirling air or gas flow through 
the chamber (coL4 lines 30-38). 


Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically 
disclosed or described as set forth in section 102 of this title, if the differences 
between the subject matter sought to be patented and the prior art are such that 
the subject matter as a whole would have been obvious at the time the invention 
was made to a person having ordinary skill in the art to which said subject 
matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1. Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 


Claims 8 and 18 are rejected under 35 U.S.C. 103(a) as being unpatentable over Dean 
et aL US Patent No. 4,249,526. 
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As to claim 8, Dean et al. does not disclose an aerosolization apparatus according 
to claim 7 wherein the powder pharmaceutical formulation comprises particles having a 
mass median diameter less than 10 um. A close review of the applicant's discloser 
reveals "a particle size selected to permit penetration into the alveoli of the lungs" (see 
specification page 14, lines 26-27). The mass median diameter will vary depending on 
the releasing site/ the type of tissue absorbing that medication. Therefore, the Mass 
median diameter can be made smaller or larger to respectively increase or decrease the 
absorbent nature of tissue, and tissue can vary from patient to patients. Therefore, it 
would have been obvious to one of ordinary skills in the art at the time the invention 
was made to manipulate the mass median diameter of pharmaceutical formulation 
particles because doing so would have allowed treatment depending on patient's tissue 
absorbent efficiency. 

As to claim 18, Dean et al. discloses claimed invention as applied to claim 8. 

Claims 9 and 19 are rejected under 35 U.S.C. 103(a) as being unpatentable over Dean 
et al. US Patent No. 4,249,526 and in view of Chiprich et al. US Patent 5,614,217 

As to claim 9, Dean et al. does not disclose an aerosolization apparatus according 
to claim 7 wherein the powder pharmaceutical formulation has moisture content 
below 5% by weight. A close review of the disclosure reveals that the applicant prefers 
a moisture content below about 10% by weight, usually below about 5% by weight, 
and preferably below about 3% by weight, also discloses such powder are described in 
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the prior art (see specification page 15, lines 2-4). A range of moisture content (below 
10%-below about 3%) presented by the applicant is recognized, however the applicant 
has not established why a moisture content of 10% or 3% by weight would be critical to 
the invention. Chiprich et al. in a capsule shell formulation teach a brittie gelatin 
capsule comprises about 5-15% water by weight to provide a finished capsule which 
remains breakable with manual pressure in changing environmental conditions 
without the need of special treatments or moisture resistant packaging (col.l lines 55- 
60 and col.2 lines 51-55). Therefore, it would have been obvious to one of ordinary 
skills in the art at the time the invention was made to modify the capsule of Dean et al. 
in view of Chiprich in order to provide a moisture content of 5-15% because doing so 
would have allowed breakable of capsule with manual pressure in changing 
environmental conditions without the need of special treatments or moisture resistant 
packaging. 

As to claim 19, Dean et al. disclose claimed invention as applied to claim 9. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shumaya B. Ali whose telephone number is 571-272- 
6088. The examiner can normally be reached on M-F 8:30-4:30. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Henry Bennett can be reached on 571-272-4791. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto,gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 
800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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